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This is an appeal under 35 U . S.C. § 134 of an examiner’s
rejection of Clainms 1-13, all clains pending in this
application. Cainms 1-13 stand finally rejected under 35
U S. C 8 103 as being unpatentable in view of the conbi ned
t eachi ngs of Sanosa G M B.H (Sanosa), UK Patent Specification
481, 732, published March 16, 1938; The Merck I ndex, 10th
Edi ti on, page 1236, Abstract No. 8465 (1983); Kuhne et al.
(Kuhne 1), EP-200, 156, published Novenber 5, 1986;2% Kuhne et
al . (Kuhne 11), EP-200, 157, published Novenber 5, 1986;° and
the prior art described in appellant’s specification. The
exam ner has withdrawn the final rejection of Clains 1-13
under 35 U.S.C. 8 101 (Exam ner’s Answer (Ans.), page 2).
Clainms 1, 10 and 11 are representative of the subject matter
clai med and read:

1. A net hod of parenterally treating HV

i nfections, conprising adm nistering to a subject in

need of such treatnent an inhibition-effective anmount of

a chemcally-stabilized chlorite matri x conprising an

i sotoni ¢ solution containing about 5 to about 100 mwbl

C QO per liter of isotonic solution.

10. A nethod according to claiml, wherein the

2 Canadi an Patent 1,268,714, issued May 8, 1990,
appears to be the English equival ent.

3 Australian Patent Specification 599,027, published
Novenber 6, 1986, appears to be the English equival ent.
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unbound HIV virus present in the subject is inactivated

by the treatnment thereby inhibiting infection of
undamaged

cells.

11. A nethod according to claim1l, wherein the
concentration of T-cells and NK cells are increased

after admnistration of said chlorite matri x.

The exam ner appears to be satisfied by the evidence of
record that (1) the nethod appellant clainms neets the
practical utility requirenents of 35 U S.C. § 101, and (2) the
description of the clained invention in the specification
woul d have enabled one skilled in the art to nake and use the
full scope of the nmethod clainmed in the manner provided by the
first paragraph of 35 U S.C. § 112. W review the nerits of
the final rejection under 35 U.S.C. §8 103 in that |ight.

Di scussi on

1. Caiminterpretation

The cl ai ned process of parenterally treating HV
infections requires parenteral adm nistration of an
i nhibition-effective anobunt of a chem cally-stabilized
chlorite matri x conprising an isotonic solution containing
about 5 to about 100 mwl C O per liter of isotonic solution
to a subject in need of treatnent for HV infections. W hold

that the phrase “H V infections” in appellant’s clains neans
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“the various subsidiary forns of the H 'V virus” (Specification
(Spec.), p. 1, I. 9-10). Therefore, appellant’s clains are
limted to a method of treating the various subsidiary forns
of the HV virus by parenterally adm nistering anmounts of the
chem cally-stabilized chlorite matrix effective to inhibit one
or nore of the various forns of HV virus to a subject

i nfected by one or nore of the various forns of HHV virus. It
is to be understood that opportunistic infections associ ated
with infections by one or nore of the various fornms of the HV
virus simultaneously may be treated by the nethod cl ai ned.
However, the clains require the step of adm ni stering anounts
of a chemcally-stabilized chlorite matrix to a subject
infected by one or nore of the various forns of

the HV virus in amounts effective to inhibit the HV vira

i nfection.
2. Prior art teaching
A Sanosa., The Merck | ndex., and Acknow edanents

The exam ner finds that Sanosa and The Merck I ndex teach
stabilized chlorite solutions of the type utilized in
appel lant’s cl ai ned process for use as topical, surgical,
and/ or wound di sinfectants and antiseptics (Ans., pp. 3-4).
We need not dwell on the question whether the exam ner erred

4



Appeal No. 95-4791
Application 08/ 034, 849

ininterpreting appellant’s clainms or clearly erred in finding
identity between the stabilized hypochlorite solutions Sanosa
and The Merck I ndex describe and the stabilized chlorite

sol utions enployed in the processes appellant clains (Ans.,

pp. 7-8, bridging para.). Appellant’s specification expressly
states (Spec., p. 5,

. 27-34):

The chlorite matrix, designated as WF10 in the
foll ow ng experinents, was produced in accordance with
Exanple 1 of [Kuhne,] U. S. 4,507, 285[, patented March 26,
1985,] which is hereby incorporated by reference by
the oxidation of a chlorite solution with hypochlorite,
reaction with perborate or percarbonate and dilution
with an isotonic solution of sodiumchloride or an
appropriate nutrient nediumto the concentrations
given in the foll ow ng exanpl es.

The exam ner correctly finds that the “solution recited
inclains 5-6 and 12-13 (set forth in U S . . . 4,507,285
i ncorporated by reference at page 5 of the instant
specification), is taught as useful for sterilization,

di sinfection and therapy of viral infections (Patent (285),

colum 3, lines 35-55)” (Ans., p. 8).% Appellant’s

4 Colum 3, lines 35-49, of U.S. 4,507, 285 read:

The activated oxygen stabilized according to
the invention, which is contained in a matrix of
chlorite ions, can be used in various fields, for
exanple, in nedicine and in veterinary nedicine,
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specification states (Spec., p. 2, |. 5-13):

DE-OS 32 13 389, United States Patent No. 4,507, 285
and United States Patent No. 4,296,103, describe
chem cally-stabilized chlorite matrices which are
suitable for an external or oral therapeutic use.
Besi des various bacterial infections, the external
treatnent of virus infections, such as herpes sinplex
and herpes zoster, is deened possible in this manner but
an intravenous adm nistration for the treatnent of HV
infections is not possible.

B. Kuhne | and Kuhne 11°

Canadi an Patent 1,268,714 (Canada) describes “the use of
a conposition consisting of an aqueous solution of a
chemcally stabilized chlorite matrix for intravenous and
topical adm nistration in tunor treatnents” (Canada, p. 1, |.

13-16). Isotonic solutions of stabilized chlorite matrices

in cosnetics, for the sterilization of food and
drinking water, and as feed additives. General

areas of nedical application are to be found in

the fields of disinfectants and chenoprophyl axi s.

The stabilized activated oxygen according to the

i nvention can especially be used, for exanple, for
the treatment of skin diseases such as herpes sinples
[sic], herpes zoster, acne or burns, or wound healing
di sorders or for macrophage and phagocyte stinul ation.
In particular, an arteriopathy and an al opeci a areata
can be influenced significantly. Wth nelanones [sic]
significant rem ssions have been obtai ned.

5 We consi der Canadi an Patent 1,268,714 to be an
English translation of EP-200,156 and Australia 599,027 to be
an English translation of EP-200,157. W cite the English
publ i cati ons.
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are adm nistered in conjunction with conventional radiotherapy
and chenot herapy to influence the efficiency of conventional
radi o- and chenot herapeutics (Canada, p. 1, |. 27, to p. 2, |.
24). The stabilized chlorite matrices are said to influence
t he body’ s own defense nechani sns (Canada, p. 3, |. 29-31).
Australia 599,027 (Australia) describes “the use of an
aqueous solution of a stabilized chlorite matrix for
i ntravenous adm nistration in infectious conditions caused by
parasites, fungi, bacteria, viruses and/or nycopl asnmas”
(Australia, p. 2,
. 1-5). At page 2, lines 16-22, Australia teaches:
It is known fromthe literature . . . that there is a
cl ose correl ati on between the extent of the oxidative
response to phagocytosis and the ability to kil
m croorgani snms intracellularly.
Australia proffers the results of in vitro tests on sel ect
bacterial infections which purportedly illustrate that
stabilized chlorite matrices stinul ates phagocyte activation
and cellul ar inmune responses in vivo (Australia, p. 2a, |.
19, to p. 6,
|. 26). The evidence to which Australia points purports to

support its clains that effective anpbunts of aqueous sol utions

of a stabilized chlorite matrix with a chlorite concentration
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of

12 to 72 pol A O per m may be adm nistered intravenously to
treat infectious conditions caused by parasites, fungi,
bacteria, viruses and mycopl asmas (Australia, p. 2a, first
para.).

3. | ssues and Fi ndi ngs

The consistent criterion for determ nation of
obvi ousness is whether the prior art would have suggested
to one of ordinary skill in the art that this process
shoul d
be carried out and woul d have a reasonabl e |ikelihood of
success, viewed in light of the prior art.

In re Dow Chemical Co., 837 F.2d 469, 473, 5 USPQR2d 1529, 1531

(Fed. Cir. 1988). “[T]he appeal ed clains nmust be consi dered
inlight of all the evidence, and the resulting decision, that
t he cl ai ned invention would or would not have been obvious, is
to be made in such light.” In re May, 574 F.2d 1082, 1089,
197 USPQ 601, 607 (CCPA 1978).

The exam ner argues that persons having ordinary skill in
the art reasonably woul d have expected fromprior art
teachi ngs as a whole that parenteral adm nistration of
i sotoni c solutions of chem cally-stabilized chlorite would not
only inhibit (1) virus infections of subjects infected with

all types of viruses, and (2) retrovirus infections of
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subjects infected with all types of retroviruses, but also (3)
the various subsidiary forns of the H'V virus infections in
humans infected with the various subsidiary forms of the HV
virus. We disagree for the follow ng reasons.

First, we find that the prior art direction to (1)
topically admnister stabilized chlorite solutions prior to,
or in the course of, surgery as an anti-infectant,
di sinfectant, or antiseptic, (2) topically or intravenously
adm ni ster stabilized chlorite solutions as an antitunor agent
in conjunction with radi o- or chenotherapy, and (3)
i ntravenously adm ni ster stabilized chlorite solutions for the
treatnent of “infectious conditions caused by parasites,
fungi, bacteria, viruses and/or nycopl asmas,” reasonably woul d
not have | ed persons having ordinary skill in the art to
expect success in treating HV viral infection by parenteral
adm nistration of stabilized chlorite solutions to an infected
subj ect without sonme objective evidence indicative of
potential success. The only objective evidence of potenti al
success in parenterally treating H 'V virus infection that the
exam ner presents relates to the treatnment of subjects
infected with bacteria or subjects undergoing radi o- or
chenot herapy for malignant tunors. The only objective

9
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evi dence of success in treating virus infections that the
exam ner presents relates to the topical treatnent of herpes
sinplex or zoster. In short, the prior art does not
adequately support its broad allegations that viral infections
as a whole and, nore specifically, infection by the H 'V virus,
can be treated by intravenous adm nistration of stabilized
chlorite solutions. The prior art applied against the
appeal ed clains creates no nore than an “obvious-to-try”

situation. See Inre Eli Lilly & Co., 902 F.2d 943, 945, 14

USPQ2d 1741, 1743 (Fed. Gir. 1990):

An “obvious-to-try” situation exists when a general
di scl osure may pique the scientist’s curiosity, such that
further investigation mght be done as a result of the
di scl osure, but the disclosure itself does not contain a
sufficient teaching of how to obtain the desired result,
or that the clained result would be obtained if certain
directions were pursued. See generally Inre OFarrell,
853 F.2d 894, 903, 7 USPQRd 1673, 1681 (Fed. Cir. 1988)
(defining obvious-to-try as when prior art gives “only
general guidance as to the particular formof the clained
invention or howto achieve it”).

Second, Kuhne Il, U S. 4,507,285 (incorporated by
reference in this application), and the teaching of EP-200, 155
sumari zed at page 2 of this specification, reasonably woul d
have suggested that stabilized chlorite solutions act to
inhibit infections by stinulating nmacrophage and phagocyte
activity, activity generally associated with bacteri al

10
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i nfections. See page 2, |. 22-27, of appellant’s
specification and page 1064, phagocyte, of Stedman’s Medi cal
Dictionary, 24th Edition, Wlliams & Wl kins, Baltinore, M
(1982) (attached).

Third, we find that the physiological activity of the HV
virus is sufficiently unpredictable and so distinct fromthat
of bacteria that persons having ordinary skill in the art
reasonably woul d not have expected to be able to successfully
treat
subj ects infected by the HV virus using a procedure found to
be successful for treating bacteria. Little correlation
bet ween success in treating the H 'V virus and success in

treating other RNA viruses has been found. See the D scussion

inlnre Wight, 999 F.2d 1557, 1561-1564, 27 USPQd 1510,
1513-1515 (Fed. Gr. 1993).

Fourth, the art has |ong sought and continues to search
for suitable nmeans and nethods for successfully treating
i nfection by the H 'V virus.

Fifth, appellant’s specification cites prior art which
purports to teach that chlorine dioxide-liberating chlorites
generally had been presuned to attack red bl ood cells and
t herefore had been considered unsuitable for treating

11
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infections via parenteral adm nistration (Spec., pp. 1-2,
bridging para.).

Havi ng wei ghed t he evidence favoring unpatentability
against all the evidence to the contrary, we find that the
greater weight of the evidence directs us to reverse the
examner’s rejection. W particularly note that, prior to the
Exami ner’s Answer, the exam ner steadfastly held that the
evi dence in appellant’s specification would not have enabl ed
one skilled in the art reasonably to expect to successfully
use the nmethod appellant presently clains. |In that |ight, we
fail to see how general prior art suggestions to parenterally
treat parasite, fungi, bacteria, virus and/or mycopl asm
infections with chlorite solutions, which are supported by far
| ess evidence than is presented in appellant’s specification,
reasonably woul d have all owed persons having ordinary skill in
the art to expect to successfully treat HV virus infection by
parenteral treatnent
of a subject infected with HV virus with known chlorite

di si nfectants.
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4. Concl usi on

W reverse the examner’s rejections of Clains 1-13 under

35 U S.C. § 103.

REVERSED

SHERVAN D. W NTERS )
Adm ni strative Patent Judge)

)
)

)
WLLIAM F. SM TH ) BOARD OF PATENT

Adm ni strative Patent Judge) APPEALS AND
) | NTERFERENCES
)

)
TEDDY S. GRON )

Adm ni strative Patent Judge)

bae
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Fol ey and Lardner

3000 K Street, N W

Sui te 500

Washi ngton, DC 20007-5109

15



